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Application/Control Number: 10/774,076 
Art Unit: 1644 



Detailed Action 

1 . Applicant's amendment, filed 6/30/05 is acknowledged. 

Claims 1-3, 8-10,18, 22-23, and 25 have been amended. 

Claims 16, 19 and 26 have been cancelled. 

Claims 1-10, 13-15, 18, 20-25, 28 and 32 are pending. 

2. In view of Applicants’ cancellation and amendments to the claims, objections (sections 7- 
8), and rejections (section 10, 1 1 and 16-18) set forth in the previous office action mailed on 

3/1 1/05 have been withdrawn. 

3. Claims 2-4 and 15 are objected by being depended upon rejected claim. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 

connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

5. Claims 1, 5-10, 13-14, 18-25, 28 and 32 stand rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for a chimeric or human antibody that 
competitively inhibits binding of an amphiregulin (AR) peptide to anti-AR antibody that consists 
of SEQ IDNOs: 2, 3, 4, 5, 12 or 14 to treat psoriasis, does not reasonably provide enablement for 
any antibodies that competitively inhibit binding of an AR comprises SEQ ID NO:l and amino 
acid sequence comprising of SEP ID NO: 2. 3. 4. 5. 12. or 14 to treat cancer . The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

Applicants’ arguments filed on 6/30/05 have been fully considered but they are not persuasive. 

Currently amended claim 1 is considered open and encompasses amphiregulin sequence to any 
amino acid sequences comprising SEQ ID NO: 1 which includes any peptides of any lengths. 
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The claim 1 does not recite a combination of heavy chain and light chain which is required for 
antigen binding. 

It was well known at the time of the invention and current state of art as demonstrated by 
Janeway (Immunobiology, 6 th Edition, 2004, Garland Science, p. 110-1 12). Janeway et al. teach 
that all of the heavy and light chain CDRs in their proper order and in the context of framework 
sequences.which maintain their required conformation are required in order to produce a protein 
having antigen binding function and that proper association of heavy and light chain variable 
regions is required in order to form functional binding sites. 

6. Claims 1, 5-10, 13-14, 18-25, 28 and 32 stand rejected under 35.U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claims contain 
subject matter which was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventors at the time the application was filed, had 
possession of the claimed invention for the same reasons set forth in the previous action mailed 
3/11/05. 

Applicant’s arguments filed on 4/1/05 have been fully considered but they are not persuasive. 

As stated in the previous office action and the “comprising” language in claims considered open, 
Applicant is not in possession of any anti-AR antibody “comprising” the amino acid sequence of 
the SEQ IDNOs: 2, 3, 4, 5, 12, or 14. Since SEQIDNOs: 2,3,4, 5, 12 and 14 are Vh and VI 
sequences, applicant is invited to limit addition of constant region of heavy chain and light chain 
to said SEQ ID NOs. 

7. It is noted that claims drawn to the following antibodies would appear to be free of the 
art: 

1) an antibody comprising the heavy chain variable region defined by SEQ ID NO:2 and the light 
chain variable region defined by SEQ ID NO:3; 

2) an antibody comprising the heavy chain variable region defined by SEQ ID NO:4 and the light 
chain variable region defined by SEQ ID NO:5; and 

3) an antibody comprising a heavy chain variable region defined by SEQ ID NO: 12 and a light 
chain variable region defined by SEQ ID NO: 14. 
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8. THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of 
the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yunsoo Kim whose telephone number is 571-272-3176. The 
examiner can normally be reached on Monday thru Friday 8:30 - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s supervisor, 
Christina Chan can be reached on 571-272-0841 . The fax phone number for the organization 
where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Yunsoo Kim 
Patent Examiner 
Technology Center 1 600 
August 17, 2005 



Patrick J. Nolan, Ph.D. 
Primary Examiner 
Technology Center 1600 




